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-Sustyingd release tablets 400 mg, 10 tablets {na blisier, 5 blsters in the s carton package

Kaptanaacitin 400 sy
Carhamazepine-490 my

Ne UA/9832/02/01 win18.05.19, veprin ¥ peeerpariinore nocs e WEnGM even i
N UADBI2N2/01,.28,08.19; Repistration Cectilicate validity is unlimited
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CII-289 (A), PIIKO Tapactpian apes, Monanri, B xisani, Mier,

‘

Kusuns Mealtheare Py Led, Thdia

Aapap (Paiiacran); buain

5P-289 (A), RIICO Tndustrial aréa, Chopaiki, EBhbvadiy Dist, Alwar (Rafasthan), Tndia

Hara vur: 12/2033
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Batch: Balch Size: M D/E:
Ni Hoiwsuire ot Buasori Pesvavrani ananisis
| Tesis Reqiircinénis. ) o Resulfs of nnalyses
1} Onse binore abo saifixe Ginoro Rorsopy Kpyrai 7aGerka. 3 THCHoUMEN Bignesixac
' «C400%» 3 paoro Goky b XpecrnodaiGidio phcxoo 5 [HIEOTG,
Preseription. White ‘te off white color, circular ble having “C400° symbol | Complies
[ . emligssed on vne side and cross ling-on anather & de: , .
2 | Hewrudiranin Yac  yrpumosmr  benossore  niky | ma XpomarorpuMax | Bimiosiaae
BUHPOGOSYEIND2Y | CManBapmNnoze o3, OTPHMAHEX B YMOBAY-
KB KICHOTO BNIHAYCHHES, NOBHHEN CTHRtRHATH,
Tdéntifieation In the test of assay by HPLC, ihe retention time of the principal peak { Camplies

“oblained wilh test soiution '_s'_]_;qultl be the- same as fhat of peak
“obtained in the cliromatogram obtained with standard solution,

3 | Ganepignicr, fozonami
OANHUUL
Liniformily of dosage.anit

AV LY 5 LT=150

AV <11, where'L1'= 159

Biunoginae

.'Cmnpliﬂs L

4 | Posunnemn

Dissolitien .

32 3 roamin ~ 1 G- 35 % kapOamaseniny
J EL

30 6 roan— 33« 65 % kapOamaseriity
3a 12 roumir~ 63- 90 % vapGamaserrisy
4 38 24 rogimn — e senwe 75% {Q) kapGanazertily

3 Hour - 10- 35 % of carbamazepini

6 Hour ~ 35~ 65 % of carbamazeping

| 12 Hour ~ 63- 90 %"of carliamazepine

24 Hour — not lég§ than 75% (OQY of carbamazepiis-

46.94% — 48.11%
80.37%— 81.70%
'88.08% — R9.00%,

1 46.94%— 48.11%

31 40% - 22 3950

21.40% 22,3004

80.37%—51.70%
88.08% — 89.99%

L

Cywposiani poshorng,

1 Relited sithstances.

HeGinnue 0,1 % noimil A sapbanaseriny
He Ginnire 0,1 % adMiviky B kapGadviaseniny
He:Bumme 0,1 % sowuof neizennd ikosauol aomimem
He pinnue 0,5 % oysurnomugs. -

Not more than . £-% of fmipurity Garbaimazepine-A,
Not:mare-than 0.1 % of Impurity Caxbamazepine-E,
Not more than 0.1 % of any single uitknawn impurity,.

Hioteae mesxi itsopysanus
He pimBaeno .
Hinrovie mei irhopysamia |
0.0:7%. |

Beloiv disregard Jimit
Mot detecles)
Beiow disregari Hmit,

e i Not more than 0.5 % of Total impurities . | 0.07%
6- | Kinswxiene siinsuacrins Bip 95% zno 105 %. kapOamaseridy » rabaevm (pia. zanpicnoro | | 00.68%%
BRMICTY)
Assiy 93-105% of curbamazepine per tablet (of Iabe] claimed) 100.68% 2
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KADTOIi ynakonni

‘Sustained release 1ablits 400 mg, 10 tablets in'a blister, 5 blisfer's in‘the 4 carton package:

T | Mirpedicaoritma yucroya®

“Microhiological pusiey

Japanebe UCH0 acpadniax MiKpoopranisais (T AMCY te (libme

1 KYO/IT. o
Jaraine BHOAO APIKIGKOBYUX TA* MICCHEBHX rpHTiR {TYMC) ue
dummte HFKYO/r, 1 '

Biacyrnieny Escherichiacall 8.1 vn penapary.

Total Acrabic Microbial Cotpit (TAMC) —NMT 103 ofuTier 1 gny

Total yeasis and Moulds count {TYME) ~ NMT 102 cfu perdgm. <] CFUfg
lischerichia colf Must be abserit/g. Absentfy

<10 KYOir

<10 CFU/g

< 10 KYOir

Bincyrsicrs At

* B.t'mp_bﬁy'ﬁmnm MikpoGiena F'i;;._ﬁﬁi'. “THCT,
* Microbjal purity will be- performed on {
BUCHOBOK:  Cepin Ne 1002881

CONCLUSION:  Batch Ne1002681
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) Syl erlt.
AHAJITI BUKOITAR
(ANALYSED BY)

Konmenrapiz nesae:
Comments: 1o

3aspa npo cepradirauio: «Hifienn

x\twp

aBu OALH Pas 114 PiK.

O3 APOBOANTLCH ANR NEPUINX 3 Eepilt, noTin juny xoskuay 1 0-1 cepil,
conwmercial batches thereafter af every. 10% bateh or once in a.véar”

irst 3
BIANORIAaE BIMOram MEST BT Ne UASI2/02/01

‘complies with the requirements of MQG RE Ne UA/I832/02/01

(DATE) o

s IACBIRT Y10, 110 nAKenena BHIE iwQOPMAILs € AGCTORIpHO § Fourow. Lis

cepin mpoayxnii 6yaa Bnrorosaena (brnoqan ¥ yaaxopxy { MapRyBanun) i BEOBEXeR0 KORTPOIS T AKOCT] 112
BRILEIFAAANOMY NIIPHCMeTsi B OBl RianosimioeT] 3 BHMOCAMM, 323AaYenIiMl B SHRHIE HacTanoR] GMP,

Farsepkenin Minictepcrpom oxog

‘npuinavennn. Iporoxoan. supodngurna

sinfosinnics suMoram GMP»,

Cerlification stalement: «On this certify that the

batch was produiced (i ncluding pac
Cmanufacturer aceording to specifie
Vkraine, and with the requirement
manufacturing, packaging and ana
requirementsy. '

Kepisnuk rpyni.koutpomo gskoer.
Quality control group matager

IM’s T8 upizanme:

(Name) {Name) ~N s
[Tianse ) TTianue S a%
(Signature) % (Signagord)

CAata nianxeaning -

(Date of signature)

KepiBuk rpynu KOGTPONIO sxkact]
Quality control group managey
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73 atl :-.infn@kusum.cmn,

JOHRE 33011085t YRpainy, i 2 Busoramu PeCCTRaliHONr0 KOChe Kpainn
» YNaxosrTa anajizin- Gy neperannyri i BCTAHOBAEHO IX

above-mentioned information is true and sccurnte. This prodact
ing) and conducted for its guality conteol at the above-mentioied
d in the current GMP-guidelines, approved by the Miistry of Health of

5 of the registration dossier of the, destination country, Records of

Iysis weré reviewed and determined for their-compliatice with the GMP

haging /label

YToshosikena  ocoba, Dio salfcnng.
cepridikanio cepii |
Qualified Person certifying the bmzch%

Tn'a 'ra nipiasiiie. {J,;t._“i ;

Hara nianucanyn
(Date of signature)

Menensep Bianiay 3a6¢sneuemieg
Quality Assurance group manager
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